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May 4,2004, 

Division of Dockets Management fHFA 305) 
Food and Drag AdminJstration 
5630 Fishers Lane, Room 106 1 
Rockville, MD 20852 , ’ 

REI: Docket #2004IMM42 
Draft Guidelines for htdustry and FDA 
Brief Summary: Disc&sing Risk Information in Cansumer-Directed Print 
Advwtisements 

Although the FDA’s proposed guidelines assume that the advertising of 
prescription drugs directly to consumers is an acceptabie practice that will likely 
do more benefit than harm, we do not believe that this is true. Especially given the 
iarge numbers ofmisleading and deceptive ads that now clog the airways (and the 
inabihty of the FDA to curtail such m isleading advertising), it would be most 
difficult to conclude that DTC ads could have a net benefit for consurners. 

We wish to repeat earlier statements and concerns regarding the harm likely to 
result from  the dissemination ofmisleading idormation and suggest that DTC ads 
cannot possibly serve a public health function without far greater controls placed 
over what pharm~utical companies can and +q.nnot do. We would do well to 
follow the lead of most other countries, where DTC advertising is simply not 
allowed, 

That said, if DTC ads are allowed to go forward, advertising MUST be more 
honest and clear about the risks as web as the benefits of drugs being advertised. 
Also, there must be stricterguidelines about the time lapse between two drug ads 
for the same product fat least two hours). This’would help m inimize distortions 
that comd be created by showing two different yet compiementary ads for the 
same drug that could easily circumvent the intent of the guidance. 

We also recommend the following: 

* That the brief summary be in lay language and in easily legible font size; 

. That the brief summary include efficacy information; 



That the brief summary highlight the most common and the most serious 
adverse reactions, contraindications, warnings and precautions; 

That the adverse reaction and efficacy information be given in absolute 
risk figures and that penalties be imposed for mixing absolute and relative 
risk figures; 

That a statement be included indicating how fong the drug has been 
monitored in clinical trials and noting that some side-effects show up only 
after long-term use; 

That a statement be included indi~&ting the number of people who have 
taken the drug in clinical trials; 

That a statement be inefuded to remind consumers that FDA approval 
does not guarantee the drug is safe and effxcaoious for ail users; 

That a statment be included to remind consumers that the information is 
not comprehensive and directing readers to a source of FDA-approved 
labeling information; 

Judy Norsigian 

Executive Director, Our Bodies Ourselves 


